dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWUIB, YKPAIHA, 01103 01103, UKRAINE
Ten/dakc (044) 585-34-55 (53, 56) phone/fax 380-44-585-34-55
E-mail: info@igar.ua 380-44-585-34-56

E-mail: info@igar.ua

CEPTU®IKAT SAKOCTI
UYepsens 2022

Bupoouuk: ToBapucTBo 3 00MexeH010 BianosinaabHicTio "'ITAP"
Micuesnaxopkenns: Byi1. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue Bupo6uuitea (Bupoouuui moryxuocti): Huaiyin Medical Instruments Co., Ltd. Ne 8 West Ming
Yuan Road, 223003, Huaian, China
[Tponykuis: IloBk HaTypaabHHii Xipypriunuii 6e3 rojku crepuabHuii Toprosoi mapku |GAR
[TapTis Ne 202201

Pozwmip

A 3/0 210 1 2 3 5
Posmip 2 3 4 5 6 .
MeTpI/IIIHI/II/I

Kinbkicts: 62 400 mtyk (52 KapTOHHUX KOPOOOK)
[l¥M miATBEpIKYETHCA, IO IS BKa3aHOI MapTii MPOAYKINT IPOBOIUTLCS MEPEBIpKa Mepe 1 BiAPaBKOIo.

Mu rapaHTyeMmo, 1110 1aHa HapTis MPOIYKIIII MicIs HAIIO1 MepeBipKU 3pa3KiB, 1110 OylIu BiIiOpaHi NUIIXOM
BHUIIaIKOBOT BUOIpKH, Bianosifae monoxkenusam cranaapty 1ISO 13485:2016/NS-1SO 13485:2016 Ta € BiamoBigHo
KBaTi(hiKOBAHOIO.

CEPTU®DIKAT CTEPUJIBHOCTI
Yepsens 2022
Bupoouuk: ToBapuctpo 3 00MexeH010 Binnosinaabuictio ""ICAP"
MicuesnaxomkeHHs: By1. Muxaiina boituyka , 18-A, M. Kuis, Ykpaina, 01103, tenedon/pakc: +380445853455
Micue Bupoouuirtea (Bupoouudi motyxuocti): Huaiyin Medical Instruments Co., Ltd. Ne 8 West Ming
Yuan Road, 223003, Huaian, China

[Mponyxuis: IloBk HaTYpaJbHU# Xipypriunuii 6e3 roJku crepuiabHuii Toprosoi mapku IGAR
[Mapris Ne 202201
Po3mip
Posmip 2 3 4 5 6 .
METPUYHUI

Kinpkicte: 62 400 mtyk (52 kapTOHHUX KOPOOOK)

LM TiATBEpIKY€EThCA, IO BKA3aHy NapTiio MOBKY Gyio mpoctepuiizoano CO® — raMma-BHIPOMiHIOBAHHSM
nepes BiIpaBKoIo.

Mpu rapaHTyeMo, 110 LIOBK, SKUHA MPOMIIOB cTepUiIi3alliiiHuil mpolec € CTepUIbHUM Ta O€3MEUYHUM JUIsl TKaHUH
JIOVHH.



CEPTU®IKAT AHAJII3Y
Yepsenn 2022

[ponykuis: IlloBk HaTypaJabHMii Xipypriunuii 6e3 royiku crepwisnuii Toprosoi mapku IGAR

IMapris Ne : 202201 Kinpkicts B maprii: : 62 400 mryk
Burorosneno: 2022.01 Tepwmin npuaaraocti: 2027.01
O0’ekT nepeBipkn Crnenndikanis PesyabTaTn
nepeBipku
Hiametp mBa 2 (USP 3/0) | 0.200-0.249vm 0.232-0.242 mm
3 (USP 2/0) | 0.300-0.339mm 0.327-0.334 mm
4 (USP 1) 0.400-0.499mm 0.456-0.478 mm
5 (USP 2) 0.500-0.599 mm 0.552-0.576 mm
6 (USP 3) 0.600-0.699 mm 0.650-0.670 Mmm
7 (USP 5) 0.700-0.799 mm 0.750-0.770 Mmm
JoBxuna JloBknHa MIOBKY He MeHma Hik 95% Bim | 150 cm
JIOBXXMHH, 1110 BKa3aHa Ha YIAaKOBIII
MinHicTs Ha pO3pHB 2(USP3/0) |>9.41H 17.60 H
3(USP2/0) |=14.1H 25.30 H
4 (USP 1) >26.7H 37.30 H
5 (USP 2) >345H 48.10 H
6 (USP 3) >47.8 H 58.60 H
7 (USP 5) >60.4 H 72.3H
30BHIITHIN BUTIIS [ToBepxHsi MmIOBHOTO Marepialy Mae OyTH | BiIIOBiZae
IJIQJICHBPKOIO, YHCTOI0 Ta  OJHOPIIHOO.
[Inerena HuTka Mae OyTu  BKpHUTa
000JIOHKOIO.
CrepuIIbHICTh [IToBk Mae OyTH CTEPUITLHUM BIJIIIOB1/1a€
VYmakoBka 30BHIIIHE YIaKyBaHHsS Ma€ OyTH YHCTHM Ta | BIAIMOBIAA€E
HEYIIKO/PKEHUM, HAllUCH Ha HbOMY MalOTh
OYyTH YITKHMHU.

BucHoBok: fIKicTh BKa3aHOi BUILIE MPOIYKIT BINOB11a€ BUMOTaM CUCTEMH YIPABIIIHHS SKICTIO
ISO 13485:2016/NS-EN ISO 13485:2016 Ta € BiAmoBigHO KBaTi(hiKOBAHOIO.

Hexnaparis Ne8-09/2016-1GAR Bix 18 ciuns 2022 poky (pepakiist 9) mpo BiINOBiAHICTh BUMoraM TeXHIYHOTO
peryiaMeHTy 1010 MeIUYHUX BUPOOIB. Jlekapalis ckiiaieHa il HITKOBUTY BianoBigansHIcTe TOB «lrapy, mo
BIJINOB1/1a€ 32 BBEACHHS MEIUYHOTO BUPOOY B 0OIT.

Hupexrop TOB «Irapyf/s * Suliear A S Buxos B.I'.
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